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Attn: Desk Officer for FDA 

Ref. Docket No.99N-1852 
Postmarketing Studies for Human Drugs and Licensed Biological Products; Status 
Reports, Federal Register Vol. 64, No. 230, Wednesday, December 1, 1999. 

Dear Sir/Madam: 

Amgen appreciates the opportunity to comment on the above referenced proposed 
regulation. We recognize and support FDA’s efforts to implement the provisions 
specified within the Food and Drug Administration Modernization Act of 1997 
(FDAMA) and understand that this proposed change to 21 CFR 314 and 601 is initiated 
to address specific requirements of FDAMA. With regard to the proposed regulations we 
have the following comments: 

1) While this proposal addresses the requirements put forth in Section 130(a) of 
FDAMA, the proposed new section 3 1481(b)(2)( viii seems to go beyond the letter, ) 
spirit and intent of what was negotiated as law. Specifically, this section would require 
“A status report of any postmarketing study not included under paragraph (b)2)(vii)of 
this section that is being performed by, or on behalf of, the applicant.” 

Section 130(a) of FDAMA amended the Federal Food, Drug, and Cosmetic Act to add 
new provisions for reporting postmarketing studies (section 506B). FDAMA required 
that “a sponsor of a drug that has entered into an agreement with the Secretary to 
conduct a postmarketing study of a drug shall submit to the Secretary within 1 year after 
the approval of such drug and annually thereafter until the study is completed or 
terminated, a report of the progress of the study . ..“. Amgen believes the scope of this 
requirement includes only those postmarketing studies a firm has committed to the FDA 
to perform. Requiring reports for any postmarketing study goes beyond FDAMA, 
represents an additional regulatory burden, and serves no meaningful purpose. 

Therefore, Amgen recommends that proposed regulation 3 14.8 l(b)(2)(viii) “Status of 
other postmarketing studies” be removed from the final rule. 

2.) Proposed 3 14.8 1 (b)(2)(vii) and 601.70 state that an applicant should submit the status 
reports described under 3 14.8 1 (b)(2)(vii)(a) “until the Agency notifies the applicant, in 
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writing, that the study commitment has been fulfilled or acknowledges that the study is 
either no longer feasible or would no longer provide useful information”. Amgen agrees 
with the Agency’s proposal to document, in writing, its concurrence with an applicant’s 
Dockets Management Branch conclusion that it has fulfilled its commitment, or that a 
commitment is either no longer feasible to fulfill, or would no longer provide useful 
information. Amgen believes that the Agency should establish a definitive timeframe for 
such documentation once an applicant has notified the Agency of the existence of one of 
these situations to eliminate any unnecessary reporting. A timeframe of 90 days is 
suggested. 

3) Proposed 314.81(b)(2)(vii)(b) addresses public disclosure of information concerning a 
postmarketing study, stating that FDA may publicly disclose information needed to 
identify an applicant or establish the status of the study. The proposed rule further states 
“The information necessary to establish the status of a postmarketing study includes the 
study protocol, patient accrual rates, reports of unexpected suspected adverse drug 
reactions and study results”. Amgen does not consider that: 1) the study protocol, 2) 
reports of unexpected suspected adverse drug reactions, or 3) results of a study are 
necessary to identify an applicant or establish the status of a postmarketing study. This 
information should not be publicly disclosed. 

4) The term “post marketing studies” in Section 130(a) of FDAMA was meant to apply 
to Phase IV clinical studies which are negotiated as a condition of approval for an NDA 
or BLA drug product. This FDAMA requirement provides a mechanism for FDA to 
monitor these Phase IV clinical study commitments. We request that all reporting of 
non-clinical postmarketing studies (e.g., pre-clinical) be made optional for 21 CFR 
601.70. 

Again, thank you for the opportunity to provide comments on this Proposed Rule. If you 
have any questions regarding the above comments, please contact me at (805) 447-3058. 

Sincerely, 
D 

Ralph Smalling 
Senior Director, Regulatory/Medical Affairs 
Amgen. Inc. 



FedEx 1 interNetShip 1 Label 7925 4800 4791 https://www.fedex.com/cgi-bin/unity?www47&gifs191/47/7925_4800_4791SOnGWNT.html 

From: KATRINA GARCIA (805)447-l 000 
AMGEN, INC 
ONE AMGEN CENTER DRIVE 

THOUSAND OAKS, CA, 91320 

SHIPPER’S FEDEX ACCOUNTn 

I Illill Ill11 lllll lllll Ill11 lllll Ill11 Ill11 lllll Ill1 Ill1 
To: Desk Officer.for FDA (30 11443-2492 

Dockets Mgmt. Branch(HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, rm. 1061 
Rockville, MD, 20852 

SHIP DATE: 11 FEBOO 
WEIGHT: 1 LB5 

Ref: 

Ill I I Ii I II II II II llnll II11 II I I I 
DELIWRY ADDRESS 

TRK # 7925 4800 4791 #I PRIORIW OVERNIGHT 
IAD 

20852-MD-US XA EDGA 
MON 
A4 
Deliver by: 

14FEBOO 

Shipping Label 

I Find a Dropoff Location 

I Shipment Complete I Cancel Shipment 

1. Use the “Print” feature from your browser to send this page to your laser printer. 
2. Fold the printed page along the horizontal line. 
3. Place label in air waybill pouch and affix it to your shipment so that the barcode portion of the label can be read and 

scanned. 
4. To print a receipt of your shipment, please click on “Shipping History.” 

Ship a New Package 

Ship Outside U.S. 

Use of this system conslitllfes your agreement to the service conditions in the current FedEx service Guide. available upon request 

FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery, misdelivery, or misinfontion, unless you declare a higher value, pay an additional 
charge, document your actual loss and tile a timely claim Limitations fwnd in the current FcdEx Service Guide apply. Your right 10 recover from FedEx for any loss, including bminisic value of the package, loss of 
sales, income intetrst, profit. attorney’s fees. costs, and other forms of damage whether direct. incidental, consequential. or special is limited to the greater of $100 OT the authorized declared value. Recovery cannot 
exceed actual documented loss. Maximum for items of extraordinary value is $500, e.g. jcwerly, precious metals. negotiable inrtmments and other items listed in our Service Guide Wlinen claims must be tiled within 
strict time limits. see current FedEx Service Guide. 

lofl 2/l l/2000 4:07 PM 


